UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



| APPLICATION NO. | 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. | 


CONFIRMATION NO. j 


10/690,798 


10/21/2003 


Jay Edelberg 


1 676.00 1US2 


5627 



21186 7590 06/05/2006 | EXAMINER 



SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P. A. mallari, Patricia c 

P O BOX 2938 

MINNEAPOLIS, MN 55402 | art unit | paper number 

3735 

DATE MAILED: 06/05/2006 




United States Patent and Trademark Office 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 


Application No. 

10/690,798 


Applicant(s) 

EDELBERG ET AL 


P v a mi nor 
C Adi I HI lfcfr 

Patricia C. Mallari 


Art Unit 

3735 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1)^1 Responsive to communication(s) filed on 09 March 2006 . 
2a)D This action is FINAL. 2b)£3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 59-106 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

This is a non-final Office action. New grounds of rejection have been introduced 
to reject claim 84. See the following rejection 

Drawings 

A new drawing containing figure 10 was received on 3/19/06. These drawings 
are approved. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 74-76 and 78-84 are rejected under 35 U.S.C. 102(b) as being 
anticipated by 5,750,376 to Weiss et al. Weiss describes in vitro or ex vivo modified 
stem cells (col. 15, line 64-col. 23, line 5 of Weiss). The cells can be coupled via an 
electrical interface to endogenous tissue or cells, can be implanted into a mammalian 
subject at a site distant form a natural site for physiological or pathophysiological 
function of a subject (col. 22, lines 56-60; col. 23, lines 37-45 of Weiss), can monitor a 
chemical, physiological, or pathophysiological function of the subject, and can produce 
a coagulation factor, serotonin, a growth factor, a hormone, or a receptor (col. 22, lines 
31-55 of Weiss). The applicants should note that the claim language fails to require 
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positively that the cells actually perform or be arranged as described above, only that 
they can or are adapted to perform or be arranged accordingly. The cells as described 
by Weiss certainly can perform or be arranged to perform as described. Claims 75 and 
78-82 merely comment further on the recited capabilities. Furthermore, the term 
"implantable physiological or pathophysiological biosensor" on line 1 of claim 74, "are 
adapted to be coupled via an electrical interface to endogenous tissue or cells" on lines 
3-4 of claim 74, and "are adapted to be implanted into a mammalian subject at a site 
distant from a natural site for a physiological or pathophysiological function of the 
subject" on lines 4-5 of claim 74 are merely "intended use" language which cannot be 
relied upon to define over the prior art, since Weiss teaches all of the claimed structural 
limitations and their recited relationships. See Ex parte Masham 2 USPQ 2 nd 1647. 
The cells of Weiss are certainly capable of being used as such a sensor, are capable of 
being coupled via an electrical interface as recited, and are further capable of being 
implanted as recited. 

Regarding claim 76, the stem cells are molecularly, genetically, or cellularly 
engineered (col. 18, line 43-col. 23, line 5 of Weiss). 

Regarding claims 83 and 84, the modified stem cells are incorporated within a 
device, wherein the device may include, for example a substrate (example 1 1 of Weiss) 
or an injection cannula or needle (example 14 of Weiss). With further regard to claim 84, 
the device is a tube, wherein a cannula or needle is a tube. 
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Response to Arguments 

Applicants arguments filed 3/9/06 have been fully considered but they are not 
persuasive. 

The applicants argue that Weiss does not anticipated claim 74 because Weiss 
teaches only stem cells and fails to teach a biosensor containing stem cells and an 
electrical interface. However, claim 74 only recites the stem cells be "adapted to be 
coupled via an electrical interface to endogenous tissue or cells." It is emphasized that 
the applicants have not positively recited that the stem cells are coupled via the 
electrical interface to the endogenous tissue or cells, only that they are "adapted to be 
coupled" (emphasis added). This language is only "intended use" language and cannot 
be relied upon to define over Weiss since the stem cells of Weiss appear to be capable 
of being coupled as described. The applicants have not shown that the stem cells of 
Weiss are not capable of being coupled in such a way, nor does the claim language or 
instant specification disclose any special feature which makes the claimed invention 
"adapted to be coupled" over the invention of Weiss. Column 22, lines 56-60 and 
column 23, lines 37-45 of Weiss were merely cited to show that the cells are adapted to 
be implanted into a mammalian subject at a site distant from a natural site. Therefore, 
the rejection of claims 74-76 and 78-83 as being anticipated by Weiss stands. 

Applicant's arguments with respect to claim 84 have been considered but are 
moot in view of the new ground(s) of rejection. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia C. Mallari whose telephone number is (571) 

272- 4729. The examiner can normally be reached on Monday-Friday 10:00 am-6:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Fjatricia Mallari 
Patent Examiner 
Art Unit 3735 





